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JYi; jaejia 3a*iBHTejifl hjih areHTa: 
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r , , ^ ^ - 

^Jin jjaJlbHeflllJHX cm. yBe£OMJieHne o nepecwjiKe 3aKJiioHeHHH Me>iuiyHapo2lH£H ^ 
ZteuCTBHH %npeiiBapHTe^bHofl 3KcnepTH3bi (4>opMa PCT/1PEA/416). ^> *^ 


HoMep MOKUVHapOHHOH 3aflBKH: 
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J\ara Me»cayHapo^HOH noiianH: 
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CaMaa paHHHH naxa npHOpHf^?: 
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MeacayHaponHaa nareHTHafl KjiaccH(j)HKauHH (MI1K-7): A61K 38/28. A6 IP 3/10 



3aflBHTejib: 



OTKPblTOE AKUHOHEPHOE OEUJECTBO "KBAHTYM CATHC" h ap. 



1 . AaHHoe 3aKJiK)MeHHe MeacayHapoaHOH npeaBapHTejibHofi 3KcnepTH3bi noaroTOBJieHO HacToamHM OpraHOM 
MeyKnyHaponHOH npenBapHTejibHoi* 3KcnepTH3bi h HanpaBJieHo 3aaBHTejiK> b cootbctctbhh co CTaTbeH 36 PCT. 

2. AaHHoe 3aKiiioHCHMe ccxaep>KHT Bcero 4 JiMcrra, BKJiioHas naHHUH o6iuhh jihct 

[ | XlaHHoe 3aKJiK)HeHne conpoBOHcaae-rca Taicwe nPHJIO>KEHH5IMH, T.e. jincrraMH onHcaHHJi, <})opMy/ibi h/hjih 
MepTeaceM. KOTOpbie SbiJiH H3MeweHbi m hbjwiiotch ochoboh ^jiji jiaHHoro 3aiaiK>HeHHfl h/hjih jiHCTaMH, coaep- 
>KauiHMH HcnpaBJieHHH, npeacTaBJieHHbie HacroaiHeMy OpraHy (cM.ripaBHJio 70.16 h nymcT 607 AziMHHHCTpa- 

THBHOH HHCTpyKUHH ?Ci ). 

y noMMH\Tbie npHJio>KeHHJi c<xaep>KaT Bcero jiHCTa 



AaHHoe 3aKJiK)MCHHC coiiep>KHT HH(J)opMauHio, oTHOCJimyiocji k cjie^yroiuHM pa3nejiaM 



JCHOBa 3aKJIK)HeHHfl 



[x]oc 

I ^ piiopHTeT 

I lorcyrcTBHe 3aKJnoHeHHH oTHOCHrejibHO hobh3hw, H3o6peTaTejibCKoro ypoBHJi 11 npoMbiimieHHofi npHMemiMOCTH 



IV 1 | HapyujeHHe e^HHCTBa H3o6peTeHHa 

V 1 X | yTBepMCfleHHe OTHOCHTCJIbHO HOBH3HM, H306peTaTeJ1bCKOrO ypOBHfl H npOMbllllJieHHOfi npHMeHHMOCTH;CCblilKH H 

noflCHeHMfl b o6ocHOBaHHe yTBep>icneHHJi (CraTbsi 35(2)) 



VI 



| [ HeKOTOpbie UHTHpyeMbie aoKyMeHTbi 

VII | [ HeKOTOpbie Ae^eicrbi MevKAyHapo^Hofi 3qjibkh 

VIII | [ HeKOTOpbie 3aMeMaHHH, KacaiomHeca MOimyHapoAHoB 3aaBKn 
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OcaepajibHbiH HHCTHTyT npOMbiimieHHofi 

Co6cTBeHHOCTH 

PO>. 123995. MocKBa. T-59. rCI~I-5, BepoKKOBCKaa Ha6., 30-1 
Oanc: 243-3337, TeJieraHn: 1 14818 nOJOAHA 


YnojiHOMOHeHHoe jihuo: 
C. MejibHHKOBa 

Tejie4)OH Jfc: (095)240-2591 



Oopivia PCT/IPEA/409 (o6iuhh jihct) (raojib 1998) 



3AKJIK)MEHft ME5K^HAPO£HOH 
nPE^BAPHTEJIbHOH 3KCIIEPTH3M 



vHapoimafl 3aaBKa JV» 
PCT/RU 99/00463 



[. OCHOBa 3aKJ1!OHeHHfl 



1. 3jieMeHTbi MOKnyHapoaHoii 3a«BKH:* 

|X I MOKayHapoaHafl 3asBKa b tom Bane, b kotopom OHa 6buia nonana 
| 1 onucaHHe: 



CTpaHHUbi 
CTpaHHUbi 
CTpaHHUbi 

I I t|)opMvvia H3o6peTeHHa: 

CTpaHHUbi 
CTpaHHUbi 
CTpaHHUbi 
CTpaHHUbi 



nepBOHanajibHO noiiaHHbie 
noiiaHHbie BMecre c TpeooBaHHeM, 
noiiaHHbie c rmcbMOM ot 



nepBOHanajibHO noiiaHHbie 

ncaaHHbie (BMecre c oSiHCHeHHHMH) no Crane 19 

noiiaHHbie BMecre c Tpe6oBaHHeM, 

noiiaHHbie c nwcbMOM ot 



| | nepTOKH: 



CTpaHHUbi 
CTpaHHUbi 
CTpaHHUbi 



"riepBOHaH ajib HonoaaH h bie; 
noiiaHHbie BMecre c Tpe6oBaHHeM, 
nonaHHbie c nncbMOM ot 



| | nacTb onucaHHfl, Kacaioiiiaacji nepenmi nocjieiiOBaTejibHocTeH: 

CTpaHHUbi nepBOHanajibHO noiiaHHbie, 

CTpaHHUbi noaaHHbie BMecre c TpeooBaHHeM, 

CTpaHHUbi noaaHHbie c nncbMOM ot 



2. Bee oTMeneHHbie Bbime 3JieMeHTbi 6hjih noiiaHbi b HacroHiUHH OpraH hjih npeiiCTaBJieHbi Ha snbiKe, Ha KoropOM 6biJia 
no^aHa MOKiiyHapoiiHaa 3aaBKa, ecjiH HHoe He yKa3aHO b aaHHOM nyHKre. 

3th 3jieMeHTbi 6biJiH b noiiaHbi b HacToauiHH OpraH hjih npeiwrraBJieHbi Ha cjieayiouieM «3biKe 

KOTopbiH ABJi^eTca: 

| | A3WKOM nepeBoaa, npencraBjieHHoro win uejiefi MOKoyHapoiiHoro noncKa (IlpaBHJio 23.1 (b)). 
[ | jnbiKOM ny6jiHKauHH MOK/ryHapoAHOH 3a»BKH (npaBHJio 48.3 (b)). 

|~"^ ji3biKOM nepesoaa, npeacraBJieHHoro w* uejiefi MOwryHapojiHOH npeaBapHTejibHOH 3KCnepTH3bi 
(FlpaBHJio 55.2 h/hjih 55.3). 

3. OTHocHTcnbHO J11060H nocjieaoBaTejibHOCTH HyKJieoTHflOB h/hjih aMHHOKHCJioT, coaepwameHCH B MOKuyHapoa- 
hoh 3a5iBKe, woicayHapo^Hafl npeiiBapHrejibHafl 3KcnepTH3a 6biJia npnoBeaeHa Ha ocHOBe nepenHH nocjieiiOBaTejibHocTeH: 

I I coaepa;aiueroc» b MOicayHapoiiHOH 3aaBKe b nncbMeHHOfi 4>opMe. 
I I noaaHHoro BMecre c MOKflyHapoflHott 3a«BKOH b MauiHHOHHTaeMOH 4>opMe. 
I | npe^cTaBJieHHoro no3>Ke b HacroHWHtf OpraH b nncbMeHHOH 4>opMe. 
I I npencraBJieHHoro no3>Ke b HacrrojuuHH OpraH b MauiHHomrraeMOH 4>opMe. 

I | npeiicTaBJieHO yTBep>KneHHe o tom, hto no3Hce npeiurraBJieHHbiH nepeneHb nocjieztOBaTenbHOcreH b nHCbMeHHott 

cjiopNie He BbixojjHT 3a npeaejibi pacKpbiToro b MeMcayHapoflHOfi 3a*BKe b tom BH,ue, b KaKOM oHa 6buia noiiaHa. 
I I npe^cTaBJieHO yTBepncaeHHe o tom, mto HH<|)OpMauH5i, 3anHcaHHaa b MaiiiHHOHHraeMott (fcopMe, HiieHTHHHa 
nepeHHio nocjieiiOBaTejibHocTeH b nHCbMeHHoii 4>opMe. 

I I H3MeHeHH5I npHBejiH k H3-bJITH10: 

CTpaHHU onucaHHA 

nyHKTOB 4>opMyjibi jY"N° 

CTpaHHUbi/(|)Hr. nepTe^KeH 



[ I HacTOJimee 3aiaiK>MeHHe cotrraBJieHO 6e3 yneTa (HeKOTopwx ) mMeHeHHfi, Tax KaK ohh BbixoiWT 3a paMKH nepBOHa- 
MajibHO noiiaHHbix MarepHajioB 3£wbkh, KaK yKa3aHO Ha iionojiHHTejibHOM jihctc (IlpaBHJio 70.2(c))** 

* 3aMeHHfouine mwmbi, Komoptie dbinu npedcmaeJieHbi e nojtynaiouiee eedoMcmeo e omeem na ezo npedjiootcenue e co- 
omeemcmeuu co Cmambeu 14, pacyeHueatomcx e daHHOM saKjHOHeuuu Kate "nepeoHancuibHO nodannbie" u He npUKJiadbi- 
eafomcn k 3cikjjioh6hwo, noCKOJibtcy ohu He codepotcam ucnpawienuu (Upaewio 70.16 u 70. 1 7) 

* * J1k>6ou 3a.\teHRK)U{uu Jiucm, codepotcaufuii matate u3MeneHua, dojioiceH dbimb paccMompen e coomeemcmeuu c nyHtcmoM 

I u npiuioweH k dauHOMy 3aKJiroveHwo. 



Oopivia PCT/IPEA/409 (pasaeji I) (mojibl998) 



3AKJIIOHEHHE 3KCIIEPTH3M 



MoKnyHaponHaa 3a*BKa Jsfs 
PCT/RU 99/00463 



V. YTBepwoieHHe b cootbctctbhh co ct. 35(2) b OTHomemm HOBH3Hbi, H3o6peTaTejibCKoro ypoBHH 11 
npoMbiuiJieHHOH npHMeHHMocTii; ccbuiKH h noHCHCHHH, nonKpenjimomne TaKoe yTBepacaeHHe 



1. YTBepaciieHHe 

HOBM3Ha (N) 



H3o6peTaTeJibCKHH 
ypoBeHb(IS) 



npoMbiuuieHHaH 

npHMeHHMOCTb (IA) 



nyHKTbi 

TlyHKTbl 
FlyHKTbl 



1-12 



1-12 



nyHKTbi 
nyHKTbi 



1-12 



HET 

flA 
HET 

AA 
HET 



2. CcbuiKH h noHCHeHHfl (npaBHJio 70.7) 
fll RU 2058788 CI 
J\2 EP 127535 A2 
JX3 US 5438040 A 
J\A WO 96/31231 
£5 WO 96/37215 Al 
£6 US 5698515 A 
£7 WO 99/40932 Al 

J\\ onncbiBaeT npenapaT h cnoco6 nojryneHHH npenapaTa HHcynHHa wsl 
nepopajibHoro npHMeHeHHH. nojryneHHe npenapaTa HMMo6njiH30BaHHoro HHcynHHa rjw 
nepopajibHoro npHMCHeHHH BKJnonaeT BbmejieHHe apnTpouHTOB H3 cse^cefl KpOBH 
MJieKonnTaiomnx, hx HHKy6anHio c HHcynHHOM b npncyTCTBHH cniHBaiomero areHTa npn 
cooTHomeHHH HHcynHH : apHTpouHT 1-4 : 10 npn co^ep^caHHH cinnsaiomero areHTa 0,15- 
0,25% b TeneHne 2-x nacoB npn KOMHaTHOH TeMnepaType, oTMbraaHHe ot HecBH3aBmeroca 
HHcyjiHHa 10 pa3, ueHTpH<|)yrHpoBaHHe npn 2000 o6/mhh b TeneHne 2-x MHHyr, npn 3tom b 
KanecTBe cniHBaiomero areHTa Hcnojn>3yioT n-6eH30XHHOH, BoaopacTBopHMtiii 
KapGoOTaMH^, 2-4 OTasouHaHaTairojiyoji, 4, 4 1 -OT(J)Top-2,2 1 -,aHHHTpo ( aH(i)eHHJicyjii>(l)OH, 
N,N 1 -6Hc,zjHa3o6eH3o6eH3H,aHH-2 ? 2 1 -zmcyjib^OKHCJiOTy , 6pomhctmh uheih, xjiopHCTbifl 
UHaHyp huh rjiyrapoBbifi OTajibjjerHfl, a b KanecTBe 3pHTpoijHTOB Hcnojn>3yiOT 
3pHTpouHTbi KpynHoro poraToro CKOTa, cbhhch hjih nejioBeica. rioJiynaiOT npenapaT 
HHcyjiHHa nepopajibHoro npHMeHeHHH c coaepacaHHeM 1000 Efl Ha lr cyxoft Maccbi c 
cooTHomeHHeM HHcyjiHHa h 3pHTpouHTOB b npenapaTe 1 :25. 

JQ pacKptiBaeT npenapaT oth nepopajibHoro BBeaeHHfl, coaepKamHH HHcyjiHH, 
jieKapcTBeHHaa $opMa coaepacHT HHcyjiHH, hh™6htop npoTea3bi h acejiHHyio KHCJiory hjih 
ee conb mejiOHHoro MeTajuia. Cnoco6 npnroTOBJieHHfl BKJHonaeT CMeuiHBaHHe 
KOMnoHeHTOB h npeccoBaHHe b TaGjieTKH. 

J\3 paCKpblBaeT CTa6HJIH3HpOBaHHBIH KOHblOrHpOBaHHblH nenTH£ (HHCyjIHH) c 

nojiHMepoM, BKjnonaiomHM jiHno^HjTbHbie h rn^po^HnbHbie coe^HHeHHij. 

JX4 pacKpbiBaeT npenapaT c KOHTpojinpyeMOH peaJiH3auneH HHcyjiHHa, 
(J)apMaueBTHHecKoe coe^HHeHHe co^ep^cHT HaHOHacraubi c 6no,aerpa^HpyeMbiM 

nOJIHUHaHOaKpHJiaTHbIM nOJIHMepOM, KOTOpblH nOKpblBaeT HHCyjIHH. 



OopMa PCT/IPEA/409 (pasaeji V) (raojib 1998) 



3AKJIK3HEHHE 3KCIIEPTH3I>I 



MeacnyHaponHaa 3a»BKa N° 
PCT/RU 99/00463 



HonojiHHTejibHbifi pa3neji 

(Hcnonb3yeTCH b cjiynae HenocTaTKa MecTa b jiio6om npenbiflyraeM pa3nejie) 

JX5 pacKptiBaeT <J>apMai*eBTHHecKHH npenapaT, BKJiiOHaiomHH hhcyjihh jxjix 
nepopajibHoro npHMeHeHHa, BKJiio^aiomHH rcmpo4)o6HyK> 3MyjibCHK) ? coaepxcamyio 
HenpepbiBHyio 4>a3y rrmpo(|)o6Horo MaTepnajia, Bbi6paHHoro H3 rpynnbi, coaepacamefi 
Kap6oKCHJibHyio KiicnoTy c othhhoh uenbio, hjih 34>np ? hjih cimpT, zjHcneprnpoBaHHbie B 

BO£HOH (J)a3e. 3MyjIbCH3I HHCyJIHHa BKJHOHaeTCH B ^apMaueBTHMeCKHH HOCHTeJIb JXJlfl 

nepopajibHoro npHMeHeHHH. 

,3,6 pacKpbmaeT HHcyxtHH -co^epacamyio nojiHMepHyio KOMno3HUHio mix nepopajibHoro 
npHMeHeHHfl, KOTopaa BKjnonaeT noJiHMep, MOOT^HUHpoBaHHbiH HHra6HTopoM 
npoTeonHTHHecKoro 4>epMeHTa ? HHcyjiHH h BO,oy. 

-JX7 — p^^KpbiBaeT cMGinaHHyio — MHuejino"o6pa3yK)ii3yK) ~ konoto3hihhk), co2iep>KaimyK)~~ 
pa3JiHHHbie opraHHHecKHe KOMnoHeHTbi, KOTopan nonyneHa cMeniHBaHHeM 3thx 

KOMnOHeHTOB. 

Han6ojiee 6jih3khm aHajioroM He3aBHCHMbix nyHKTOB 1 h 7 hbjmctc^ fll. 

OTJiHHHe H3o6peTeHHii no n.l 3 aKJiiOHaeTCJi b apyroM coothohichhh HHcynHHa h 

3pHTpOUHTOB 5-10 : 100, COOTBeTCTBeHHO, H 3HaHHTeJIbHO 6oJiee BblCOKOH aKTHBHOCTH 

1250 -2000 Ejx HHcyjiHHa Hal r cyxoft Maccbi. 

OTJiHHHe H3o6peTeHHe no n.7 3aKJHOHaeTOi b TeMnepaType - 4-8°C h BpeMeHH 
HHKyGauHH - 4-6 nacoB, peacHMe ueHTpH^yrHpoBaHHJi h pe^KHMe OTMbiBaHHH, a TaK^ce bo 
BBe^eHHH ^onojiHHTejibHoro npneivia, ncnojn>3yeMoro npn HHKy6auHH HHcyjiHHa c 

3pHTpOIJHTaMH C HCnOJIb30BaHH6M MaHTHHKOTO KaHaHHH CMCCH C MaCTOTOH 0,1-0,5 

Cjie^oBaTenbHO, nyHKTbi 1-6 h 7-12 cooTBeTCTByioT KpnTepnio «HOBH3Ha». 
OTJiHHHTejibHbie npH3HaKH 3a»BjieHHbix H3o6peTeHHH no n.l h n.7 Hen3BecTHbi h He- 
oneBH^Hbi H3 ypoBH^ TexHHKH (JX2-R7) h no3BOJiHK)T nojiy^HTb npenapaT c bbicokoh 

aKTHBHOCTbK) HHCyJIHHa, C yCTOHHHBbIM THnorJIHKHMHHeCKHM 34>$eKTOM, npH 3TOM 

noBbimaeTCH coxpaHHOCTb npenapaTa He TOJibKO b jiHO<|>HJiH3HpoBaHHOH (^opMe , ho h b 
>kh^kom BH,ae. 

B CBH3H C H3JI03KeHHbIM, nyHKTbi 1-12 COOTBCTCTByiOT KpHTepHK) « H306peTaTCJIbCKHH 

ypoBeHb» . 

nyHKTbi 1-12 TaK^ce cooTBeTCTByioT KpHTepHK) npoMbinuieHHaa npnMeHHMOCTb. 



3KcnepTH3a o6pamaeT BHHMaHHe 3aHBHTejm Ha pa3HOHTeHH5i b KOHueHTpauHax 
cuiHBaiomero areHTa b $opMyne H3o6peTeHHH (0,5 -0,35%) h b onncaHHH (0,05- 

0,35%). 



OopMa PCT/IPEA/409 (^onojiHHTejibHWH pa3fleji) (mo/ib 1998) 



